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Ha Ne BiJ

KepiBHukam cy0’eKTiB rocnogaproBaHHs,

AKi 3aiiMal0TbCs peaJaisauiclo,
30epiraHHsIM i 3aCTOCYBaHHAM J1iKapCbKHX
3ac00iB

KepiBHnKaM TepuTOpiaJIbHHX OpraHiBs
Hepsaikeay:kou

PO3NOPAJKEHHS

BignosigHo no KoHctutyuil Ykpainu, crareir 15, 22, 55 3akoHy VYkpainu
"OCHOBM 3aKOHOJABCTBA YKpaiHW NpO OXOpoHY 310poB's”, crateil 15, 21 3axony
Yxpainn "Ilpo nikapceki 3acobu", [TonoxenHs npo JlepxxaBHy ciayx0y YkpalHu 3
NiKapchKUX 3aco0iB Ta KOHTPOJIO 32 HAapKOTHKAaMH, 3aTBEPIKEHOr0 IOCTaHOBOKO
Kabinery MinictpiB Ykpainn Bix 12.08.2015 Ne 647, Ilopsaky 3miHCHEHHS
JEPX)KaBHOTO KOHTPOJIIO 3a SIKICTIO JIiKapchbKUX 3aco0iB, 110 BBO3SATbCA B YKpaiHy,
3aTBepKeHoro nocraHoBoto KaGinety MinictpiB Ykpainu Big 14.09.2005 Ne 902,
[Mopsaky BcTaHoBieHHS 3a00pOHU (TMM4acoBOl 3a0OpOHH) Ta IIOHOBJIEHHA 0OOITY
MKapchKKX 3aco0iB Ha TepuTOpil YKpaiHH, 3aTBEpIKEHOro Haka3oMm MIiHICTepCTBa
0XOpoHH 310poB st Ykpaiuu Bix 22.11.2011 Ne 809, 3apeectpoBaHuM B MiHICTEPCTBI
toctuwii Ykpainu 30.01.2012 3a Ne 126/20439, [TopsiaKy KOHTPOJIIO SKOCTI JIIKAPCHKUX
3aco0iB mig uac onToBOi Ta po3ApiOHOT TOPriBii, 3aTBEPIKEHOI0 HAKa3oM
MinicTepeTBa 0X0OpoHH 3/10poB’a Ykpaiuu Bia 29.09.2014 Ne 677, 3apeecTpoBaHUM B
MinicTepersi tocTuil Yipainu 26.11.2014 3a No 1515/26292, IpaBun ytumizauii ta
3HUILIEHHS JIiKapcbKUX 3aco0iB, 3aTBepMKEHMX Haka3oM MIiHICTepcTBa OXOPOHH
3710poB s YKpaiuu Bix 24.04.2015 Ne 242, 3apeectpoBaHuM B MiHiCTEpCTBI FOCTHULIT
VYkpaiuu 18.05.2015 3a Ne 550/26995, y 3B's13Ky 3 HaAXOAXKEHHAM IHGOpMALIT LOA0
peastizalil Ha TepuTopii YKpainu sikapcbkoro 3acody "Abixa® 10 mg, H. Lundbeck
A/S", 3 MapKyBaHHSAM iHO3eMHOIO MOBOIO, 3 METOIO aKTHBHOI MPOTUAI] MOMIMPEHHIO
HESIKICHHX JIIKapChKHMX 3ac0o0iB Ta TaKKX, 110 OQiliifHO He BBO3IWIKUCH Ha TEPUTOPIIO
YkpaiHu:

3ABOPOHSIO peanizauito, 36epiraHHs Ta 3acTOCyBaHHs BceiX cepii

nikapebkoro 3aco0y ""Abixa® 10 mg, H. Lundbeck A/S" 3 MapKyBaHHAM IHO3EMHOIO
MOBOIO.
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Cy0’exTaM rocrnoapchbkoi AisIbHOCT, AKi 3A1HCHIOIOTH peali3alito, 30epirants
Ta 3aCTOCYBaHHS JIiIKApPChbKUX 3aco0iB, HEBIAKJIAAHO MIC/As OJAEp’KaHHS JaHOro
PO3MOPSIKEHHS MEPEBIPUTH HAaABHICTh BKA3aHOT'O JIIKAPChKOT0 3ac00y, BXKUTH 3aX0/11
IIOAO BWIY4YEHHs Horo 3 o00iry ILUIsXOM 3HHUILEHHS, [OpO W10 IOBIIOMHTH
TepUTOpiaNbHUI opraH Jlepxiikeiayx6u. Y pasi 3HMILEHHs BIOXOAIB Mpenapary B
JBOTH)KHEBHUH CTPOK HAMpPaBUTH J10 TEPUTOPIalibHOTO oprany JlepximikeayxOu Komito
aKTa Mpo 3HUILEHHS BIAXOJIIB J1IKapChKOro 3acoly.

KoHTposb 32 BUKOHAHHSM JIJaHOTO pO3NOPSAXKEHHs! 371 HCHIOIOTh TepUTOpialibHI
opranu JlepxxiikcnyOu Ha BIANOBIHIA TepUTOpIi.

HeBukoHaHHsS JaHOro po3Mops/LKeHHs TArHe 3a co0o0 BIAMOBIAAIBHICTD
3riZIHO 3 YHHHUM 3aKOHO/IaBCTBOM Y KpaiHH.

Komii naHoro po3nopsiixkeHHs HarpasJjeHi:

MiHiCTEPCTBO OXOPOHU 30pOB's Y KpaiHu;

JIT " Jlep>xaBHU# ekcriepTHUH LeHTp MiHicTepcTBa OXOPOHH 340poB's YkpaiHu";
[TpeacraBuuutBo kKomnaxii Jlynadek Excnopt A/C (Hdanist) B YkpaiHi.

I'os10Ba Poman ICACHKOQO

HOnis Kepnuu 422-55-76



